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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 21 February 2007 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 34 and 72-78 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [El Claim(s) 34 and 72-78 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
, * See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election of claims 34, 72-78 in the reply filed on February 21, 2007 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 9/14/06, 3/12/04 and 
3/3/05 have been received and acknowledged. Item 4, page 1 of 9/14/06 is not 
considered because it lacks a publication date. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f)or(g) 
prior art under 35 U.S.C. 103(a). 

Claims 34, and 72-78 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Doboeck et al. US 5,545,628 taken with Stamm et al. US 6,074,670 in view of U.S. 
Department of Health and Human Services Food and Drug Administration Center for 
Drug Evaluation and Research (CDER) October 1997 

Doboeck et al. teach, with regards to the current claim 34 and 72 a 
pharmaceutical composition used to treat hyperlipidimia and or hypercholesterolemia in 
a patient (see abstract) administering an effective amount of fenofibrates, having a 
neutral core (see col. 1, lines 26-28) as lactose and magnesium stearate wherein the 
patient is fed a high fat containing meal (see co. 4, line 58) as in claim 73. The 
reference further teaches (see col. 8, table 4) the bioavailability of fenofibrate is 
equivalent to when the patient has fasted. The table shows administering the drug 
without food-thus fasting as in claims 73, 76 and 78. Thus administering a high content 
of fat containing meal is a therapeutic life style change for individuals who are not used 
to such diet. The reference also teaches the composition comprising fenofibrate has 
15% by weight of the composition (see col. 7, lines 11-15) as in the instant claim 34, 
wherein the binding cellulose is hydroxypropyl cellulose (HPC) . From calculation the 
total weight of the composition equals 16.5 Kg, the weight of the HPC is 2.5 after 
calculation the composition comprises a weight of 15 of the total composition. 

Stamm et al. teach, with regards to the current claims 34 and 72, the 
pharmaceutical composition comprising micronized fenofibrate, a surfactant (see col. 1, 
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lines 40-41 ) and a binder of cellulose derivative such as hydroxymethylpropylmethyl 
cellulose (see col. 4, lines 19-21) wherein the hydrophilic polymer is from 5-40% by 
weight (see col. 6, lines 36-37) in a granular form (see col. 3, lines 40-41 ). With regards 
to the composition comprising a neutral core (see col. 3, line 15) the patent teaches an 
inert core (see abstract) wherein the neutral core is an inert hydrosoluble carrier (per 
definition inert in medical definition is un-reactive and refers to a substance which will 
not chemically react with anything under normal circumstances -see 
cancerweb.ncl.ac.uk/cqi-bin/omd?inert ). Stamm et al. does not teach the binder of 
cellulose derivative by weight of the composition as in the instant claim 1 , nor the ratio 
of fenofibrate to the binding cellulose derivative as 5/1 and 15/1 as in claim 72 differs 
from the claimed invention. However, the reference teaches a different ratios to be 
between 1/10 and 4/1 (see col. 5, lines 13-15), the determination of such a range 
having the optimum therapeutic index is well within the level of one of ordinary skill in 
the art, and one of ordinary skill in the art would be motivated to determine the optimum 
amount ratio needed to have the maximum effective effect. Hence, the reference 
makes obvious the instant invention. It is also the Examiners position that once the 
concept is known or available, one of ordinary skill in the art would be motivated to find 
the optimum working range. Also it has been held that where the general conditions of 
a claim are disclosed in the prior art, it is not inventive to discover the optimum or 
workable ranges by routine. See In re Aller, 220 F.2d 454 105 USPQ 233,235 (CCPA 
1955). 

The above Stamm cited reference fails to teach the calorie intake of the patient. 
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U.S. Department of Health and Human Services Food and Drug Administration 
Center for Drug Evaluation and Research (CDER) October 1997 teaches with regards 
to instant claims 73-78, administering food changes the physiology of the 
gastrointestinal tract, wherein a high fat containing approximately 50%( for a 1000 
caloric diet the fat calorie is 500-600-thus at least 50%) of total caloric meal, wherein the 
high caloric diet is approximately 1000 calories (see page 5, under test sec. D). The 
reference teaches administration in fasted treatments (see page 5, sec E) and the 
bioavailability calculated (see (see pages 6-7). The reference gave teachings on how to 
conduct food effect bioavailability. One of ordinary skill in the art would have used the 
guidance provided by the FDA combined with the above cited references and would 
have resulted in the claimed invention at the time the claimed invention was made 
because: the Doboeck et al. teach the use of micronized fenofibrates in a neutral core 
to treat hyperlipedimia, administering a high content of fat containing meal, the binding 
cellulose is 15% of the claimed composition cured by the addition of Stamm and 
USFDA. With regards to reducing food effect, treating hypertriglyceridemia and or 
hypercholesterolemia and or hyperlipedemia would result in the administration of the 
drug as the drug micronized fenofibrate is a drug used to treat hyperlipedimia. 
Reducing food effect is via treating hyperlipidemia thus administering the drug would 
lead to reducing food effect. MPEP 21 12.01"Products of identical chemical composition 
can not have mutually exclusive properties." A chemical composition and its properties 
are inseparable. Therefore, if the prior art teaches the identical chemical structure, the 
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properties applicant discloses and/or claims are necessarily present. In re Spada, 91 1 
F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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